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3. Mitteilung zur EU-Wirkstoffprüfung (Pflanzenschutzmittel)1) 
Von Cornelia A. Landsmann, Jan M. von Kietzell, Jörg-Rainer Lundehn (BBA) und D. J. Flynn (PSD) 
Abstract 
Details of the co-ordinating work undertaken by the ECCO-
Team (European Commission Co-Ordination) in Braunschweig 
and York/United Kingdom as part of the Peer Review Pro-
gramme of the European Commission for the evaluation of exi-
sting and new active substances of plant protection products wit-
hin the framework of Council Directive 91/414/EEC are presen-
ted. The role of the ECCO-Team in facilitating the decision ma-
king process for the inclusion of active substances of plant pro-
tection products in Annex I of Council Directive 91/414/EEC du-
ring the first 4 rounds of ECCO-Expert Group Meetings is de-
scribed. 
Key words: existing active substance, new active substance, 
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Zusammenfassung 
Es erfolgt die Darstellung von Details der koordinierenden Ar-
beit des ECCO-Teams (European Commission Co-Ordination) 
in Braunschweig und York/Vereinigtes Königreich als Teil des 
„Peer Review"-Programms der Europäischen Kommission zur 
Überprüfung und Bewertung alter und neuer Pflanzenschutzmit-
telwirkstoffe im Rahmen der Richtlinie des Rates 91/414/EWG. 
Die Rolle des ECCO-Teams bei der Unterstützung des Entschei-
dungsprozesses für die Aufnahme von Wirkstoffen in Anhang I 
der Richtlinie des Rates 91/414/EWG während der ersten 4 Run-
den der ECCO-Expertensitzungen wird beschrieben. 
Stichwörter: Pflanzenschutzmittel, Alt-Wirkstoff, neuer Wirk-
stoff, Prüfung und Bewertung, Zulassung, ,,Peer Review"-Pro-
gramm, ECCO, Richtlinie des Rates 91/414/EWG 
1) 2. Mitteilung siehe KULA, H., 1997: Zweite BBA-Notifizierer-Konferenz, 
Braunschweig, 15./16. Januar 1998 (Informationsveranstaltung zur EU-
Wirkstoffprüfung). Nachrichtenbl. Deut. Pflanzenschutzd. 49 (1 2), 1997, S. 
317. 
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Background and objectives of the work 
On 1 August 1996, the ECCO-Team was founded, consisting of 
two groups situated at the BBA in Braunschweig and at the Pe-
sticides Safety Directorate (PSD) in York/United Kingdom. This 
European Commission Co-Ordination (ECCO) Team carries out 
work on behalf of the European Commission, Directorak Gene-
ral (DG) VI (Agriculture) on the basis of a time-limited contract. 
The European Commission has provided for a Peer Review Pro-
gramme as part of the joint evaluation process for the inclusion 
of existing and new active substances of plant protection pro-
ducts in Annex I of Council Directive 91/414/EEC (L UNDEHN, 
1997). The inclusion of an active substance in Annex I will in fu-
ture be prerequisite for any further authorisation of plant protec-
tion products containing that active substance in the Member Sta-
tes and the basis for mutual recognition of authorisations. The fi-
nal decision on the inclusion of an active substance in Annex I 
will be taken by the European Commission within the framework 
of the "Standing Committee on Plant Health" in Brussels (Fig. 
1 ). The aim of the ECCO-Team is to support the European Com-
mission in the development of procedures for the standardisation 
of evaluation and assessment criteria in order to harmonise the 
authorisation and use of active substances of plant protection 
products in all 15 Member States of the European Union. 
The ECCO-Team (BBA) is part of the Co-Ordinating Group 
within the Department of Plant Protection Products and Applica-
tion Techniques at the BBA (Federal Biological Research Centre 
for Agriculture and Forestry) which belongs to The Federal Mi-
nistry of Food, Agriculture and Forestry. The ECCO-Team (PSD) 
is part of the Pesticides Safety Directorate, which is an Executive 
Agency of The Ministry of Agriculture, Fisheries and Food in 
Great Britain. Both groups share their tasks within the ECCO-
project equally. They consist of scientists with the administrative 
support of, for example, foreign language secretaries. 
The ECCO-Team organises the Peer Review Programme on 
behalf of the European Commission. This implies liaising with 
the Member States and, where necessary, with other interested 
parties. Its main task is the organisation of ECCO-Peer Review 
Meetings and the associated work before, during and after a mee-
ting . At these meetings attended by invited experts from different 
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Publication of active substance to be reviewed 
by European Commission 
Notification of interest to support Annex I inclusion 
by industry (notifier) 
Compilation of dossier 
by industry (notifier) 
Evaluation and assessment of active substance 
Compilation of monograph 
by rapporteur Member State 
Compilation of Draft Decision and Review Report 
by European Commission 
Negotiation on EU level with regard to Annex I inclusion 
Working Group "Plant Protection Products" (Evaluation) 
il 
Working Group "Plant Protection Products" (Legislation) 
Jj, 
Standing Committee on Plant Health 
il 
by 15 Member States and European Commission 
Decision on inclusion in Annex I of Council Directive 
91/414/EEC 
by European Commission 
Fig. 1. Steps of the joint review process for existing active substances 
in plant protection products within the European Union according to 
Article 8 (2) of Council Directive 91 /414/EEC (action level of the 
ECCO-Team in dark colour) 
Member States and representatives of the European Commis-
sion, a scientific review of evaluation reports, or monographs, for 
several acti ve substances is carried out. The details of the ECCO-
Team 's work are co-ordinated with the responsible services in the 
European Commission (VI.B.II. l) at monthly co-ordination 
meetings held in Brussels. When necessary certain aspects are 
also discussed with the Member States in the meetings of the 
Working Group "Plant Protection Products" (Legislation) of the 
"Standing Committee on Plant Health". 
Details of the evaluation process 
Under Article 8 (2) of Council Directive 91/414/EEC, the 825 
existing active substances (including organisms) which were on 
the market in the Member States before the deadline of 25 July 
1993 must be examined with respect to their suitability for in-
clusion in Annex I. The first list of 90 active substances prioriti-
sed for re-evaluation was published in Annex I of Regulation 
(EEC) No. 3600/92. Producers then notified the European Com-
mission of their intention to support a certain active substance. 
These notifiers, which were in general companies manufacturing 
active substances and plant protection products, compiled a dos-
sier to support their notification for inclusion of the active sub-
stance in Annex I of the Directive. This dossier consists of stu-
dies which have been submitted by a company for that purpose. 
Subsequently a monograph on each active substance was prepa-
red by the Member State to which the dossier was submitted for 
evaluation, referred to as the rapporteur Member State. The ac-
tive substances were distributed among the Member States for 
evaluation according to a quota (for details see Regulations (EC) 
No. 933/94 and (EC) No. 491/95), requiring between 1-11 mo-
nographs tobe prepared by each Member State. To date ( 11 No-
vember 1997), an additional 43 monographs on new active sub-
stances, which were not yet on the market at the time of imple-
mentation of the Directive, have been or are being prepared. 
A monograph consists of different sections, dealing with the 
different areas of evaluation and assessment: physico-chemical 
properties, methods of analysis, further information, fate and be-
haviour in the environment, effects on non-target species (ecoto-
xicology), mammalian toxicology, and residues. lt also contains 
lists of studies relied on for the evaluation and a proposal from 
the rapporteur Member State regarding inclusion in Annex I. 
Once a monograph has been completed by a rapporteur Member 
State, it is sent to the European Commission for consideration 
within the framework of the Standing Committee on Plant 
Health. The ECCO-Peer Review Meetings could be considered 
as the first stage of this process. 
ECCO-Peer Review Meetings (1996-1997) 
These meetings took place in Braunschweig and York and were 
organised in rounds. Each round consisted of 11- 14 meetings, 
with each meeting dealing only with a specific section of a 1110-
nograph for each of the active substances scheduled tobe consi-
dered during the round. The meetings were organised in such a 
way that experts in a particular scientific discipline could ex-
amine that specific section of the dossiers and monographs for 
consideration, i.e. section I (physico-chemical properties, me-
thods of analysis, further information), section II (fate and beha-
viour in the environment), section III (effects on non-target spe-
cies/ecotoxicology), section IV (mammalian toxicology), section 
V (residues), and section VI (regulatory questions). The meetings 
in round t, 2 and 3 (September 1996 until July 1997) lasted ap-
proximately 3 days and examined 4 to 5 active substances. lt is 
expected that the fourth round of meetings (September 1997 un-
til January 1998) will last 4 days and consider 5 to 6 active sub-
stances. For further details on all meetings see Table 1 of the fol-
lowing publication "The work of the ECCO-Team (BBA) and 
(PSD) in the implementation of Council Directive 91/414/EEC: 
part two". 
Additionally, 3 "Guidance Document Meetings" involving ex-
perts from all 15 Member States were organised as part of the 
ECCO work. The aim of these meetings was to provide guidance 
to the European Comnussion and the Member States on how to 
deal with problematic areas in the evaluation and assessment of 
active substances through the preparation of a guidance docu-
ment on, for example, operator exposure or aquatic ecotoxico-
logy. 
The ECCO-Team's work includes: co-ordinating the review 
and evaluation programme together with the European Commis-
sion, the preparation and organisation of ECCO-Peer Review 
Meetings, the provision of technical and scientific support to the 
meetings, and the preparation of reports after the meetings. 
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Organisational procedures 
The ECCO-process begins when the European Commission sel-
ects the monographs to be considered during a particular round 
of meetings and agrees on the timetable. The ECCO-Team sends, 
on behalf of the European Commission, copies of the relevant 
monographs to the "Designated National Authorities" of the 
Mernber States as weil as to the main data submitters, giving 
thern the opportunity to cornrnent on the rnonographs. Then, a 
call for nornination of experts is sent to all Mernber States and on 
receipt of norninations the European Comrnission selects the ex-
perts from the different Member States tobe invited to particular 
ECCO-Peer Review Meetings. The participants are chosen. for 
their expert knowledge in the section for consideration. One ex-
pert from the rapporteur Mernber State for the monographs un-
der consideration is always invited. Prior to the meeting the ex-
perts receive a formal invitation letter from the ECCO-Team, on 
behalf of the European Commission, as weil as the invitation 
package including a cornplete set of monographs. Comments 
from Member States and/or data submitters concerning the mo-
nographs are collected by the ECCO-Team and tabled at the re-
levant meeting. Up to 7 experts from the 15 Member States as 
weil as representatives from the European Commission take part 
in the meetings. The working language is English. The chairper-
son is provided by the BBA or PSD clepending on the venue of 
the meeting. At the meeting, the participating scientist from the 
ECCO-Team takes notes and assists the chairperson, ensuring 
that all items which need to be cliscussed are coverecl during the 
meeting. 
Immediately after the meeting the ECCO-Team prepares a 
meeting report which reflects the important discussions ancl re-
sults of each meeting in an objective way. This "Concise Outline 
Report" consists of a main text and several appendixes ("!ist of 
end points", "!ist of data requirements", " list of studies relied 
upon for which data protection has been claimed" and "sugge-
sted classification and labelling"). lt is the aim of each meeting 
to agree on the key issues. The rnain text explains the changes in 
the " list of end points" proposed during the meeting, su~)stantia-
tes the data requirements identified and indicates the areas of 
concern which may influence any decision on inclusion in Annex 
I. The "list of end points" is prepared by the rapporteur Member 
State which is required for the evaluation and assessment of ac-
tive substances according to Annex II of Council Directive 
91/414/EEC. Where the meeting agrees on the existence of clata 
gaps in the dossier a "list of data requirements" is compiled du-
ring the meeting. The data submitter may claim data protection 
for individual studies in the dossier. A "]ist of studies relied upon 
for which data protection has been claimed" is compiled by the 
rapporteur Member State. Should the claim be substantiated du-
ring the re-evaluation process and these studies were considered 
as essential for the evaluation with regard to Annex I inclusion, 
data protection may be granted in accorclance with Article 13 (3) 
of Council Directive 91/414/EEC. Normally, in the case of new 
active substances, all stuclies that have been relied on when pre-
paring the monograph can be granted data protection by Member 
States because it is assumed that all these studies which are es-
sential for the evaluation, are new, unpublished, and have not 
been used in support of a previous authorisation. As appropriate, 
a "suggested classification and labelling" proposal for the active 
substance may also be agreed on at the meeting to assist DG XI 
which is responsible for that area. The finalised report of each 
meeting, sometimes consisting of more than l 00 pages, is sent to 
the European Commission DG VI (for further consideration) and 
to the participants of the meeting (for information only). 
At the end of each round, a "Full Report" is sent to Member 
States and the main data submitters which also includes the con-
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clusions of an ECCO-Round. This report, sorted by active sub-
stance, consists of all "Concise Outline Reports" ancl all relevant 
documents considerecl at the meetings and referrecl to in the re-
ports (comments from Mernber States, other interested parties 
and/or data submitters as weil as documents tabled at the rnee-
tings ). 
Amendments to the procedures in Round 4 
Basecl on the experience gained in Rounds l. to 3, the procedure 
for Round 4 has been amended in order to accommoclate impro-
vernents in the liaison between the notifiers and the rapporteur 
Member States. During each meeting an "Evaluation table" will 
be preparecl by the report writer consisting of all clata require-
ments ancl unresolved points and questions which will be sent to 
the rapporteur Member State. By contacting directly the main 
data submitter to resolve the open issues immediately after the 
meeting, the rapporteur Mernber State will hopefully be in a po-
sition to deal with these points at the last meeting of that round. 
This "Overview Meeting" has replaced the former "Regulatory 
Questions Meetings" of Rounds l to 3. Its role is to consider the 
results of the ten previous meetings and to provide advice to the 
European Commission to assist in the preparation of a decision 
in the "Standing Committee on Plant Health" relating to the in-
clusion of the active substance considered in Annex I. The "Over-
view Meeting" should ensure consistency within and between 
active substances and basically quality control the underlying 
scientific basis of decisions and resolve issues raisecl at earlier 
meetings. The result of the "Overview Meeting" will inclucle a 
"Draft Review Report" with complete lists of proposecl data re-
quirements, eud points, studies relied upon for which data pro-
tection has been claimed, and suggestions for classification and 
labelling of all active substances dealt with in the round. The 
complete lists of proposed data requirements and studies relied 
upon for which data protection has been claimed will supersede 
those in the monograph. Any critical areas which shonld receive 
particular attention will also be forwarded to the European Com-
mission. 
Post Peer Review procedures 
On the basis of the outcome of the ECCO-Peer Review Meetings 
(and, if appropriate, tripartite meetings between the European 
Commission, the rapporteur Member State and the main data 
submitter to consider unresolved points, unclear items or questi-
ons which arose from the "Overview meeting") a revised "Draft 
Review Report" will be compiled. The next step is a technical di-
scussion with all 15 Member States in the European Commis-
sion's Working Group "Plant Protection Products" (Evaluation) 
followed by a more general discussion in the Working Group 
"Plant Protection Products" (Legislation) . In the end, a draft Di-
rective on Annex I listing (or where necessary a decision on sus-
pension, withdrawal or postponement) is submitted to the "Stan-
ding Committee on Plant Health" for its formal opinion (see Fig. 
1 ). On the basis of the favourable opinion given by the "Standing 
Committee on Plant Health", the European Commission will ad-
opt the decision. Any restrictions or conditions associated with 
that inclusion, as detailed in the amending Directive and "Re-
view Report", would be implemented by all Member States in ac-
corclance with Article 8 (2) of Council Directive 91/414/EEC. 
Subsequently, all plant protection product authorisations relating 
to that active substance would need tobe reviewed by Member 
States ancl the plant protection products re-registered as appro-
priate, in accordance with the inclusion in Annex I and the uni-
form principles set out in Annex VI of that Directive. Once plant 
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protection products have been authorised under Council Direc-
tive 91/414/EEC, Article 10 of the same Directive can also be ap-
plied. This Article provides for the mutual recognition of autho-
risations granted under the conditions specified in Council Di-
rective 91/414/EEC. This means that, at the request of an appli-
cant, a Member State to which an application for the authmisa-
tion of a plant protection product, already authorised in another 
Member State, is made, must also authorise the placing of that 
product on the market in its territory, to the extent that agricultu-
ral, plant health and environmental conditions relevant to the use 
of the product are comparable in the regions concerned. Howe-
ver, Member States still have the possibility, taking into account 
restrictions and conditions related to the inclusion in Annex I, of 
imposing, with the agreement of the applicant, their own restric-
tions or conditions for use of specific plant protection products, 
reflecting their special geographical or ecological features. 
Review and aims 
The first active substance, imazalil, should soon be Iisted in An-
nex LA favourable unanimous opinion was given by the "Stan-
ding Committee on Plant Health" on 11 July 1997 in Brnssels. 
Funds for the next rounds of peer review meetings have been 
made available by the European Commission and a second con-
tract has been awarded to BBA and PSD. Round 4 of the ECCO-
Peer Review Meetings has begun in mid September 1997 and 
will end in January 1998. Two further rounds of meetings are 
planned for 1998/1999. 
Preceding the ECCO-project a workshop was held in 1994 and 
a pilot project of the European Commission was organised in 
1995. The first meeting of all national authorities for the appro-
val of plant protection products took place in June 1994 at the 
BBA in Braunschweig ("Joint Meeting of Competent and Desi-
gnated Authorities" or JMCDA). The results included agree-
ments on draft monographs, on monograph guidelines and on 
dossier guidelines. Based on the experience gained and recom-
mendations made at the JMCDA, the BBA and PSD organised a 
pilot project. In the course of this ECPPM-project (European 
Community Pilot Project Meetings) three examples of dossiers 
and monographs were compiled, procedures and guidelines were 
developed further. In a series of 13 expert group meetings 
(ECPPMs) held between February and November 1995, 
participants from all Member States and the European Commis-
sion gathered in Braunschweig. With the ECCO-project, another 
step has been made in the direction of co-operation and harmo-
nising of evaluation and assessment of active substances and 
plant protection products within the 15 Member States of the EU. 
Without the continuous help, close co-operation and support of 
the Member States, the European Commission and the notifiers, 
this work would not have been achieved. A great deal of effort 
has been made to ensure timt Member States and notifiers parti-
cipate as fully as possible. The ECCO-Team will endeavour to 
ensure that the decision making process remains transparent and 
strive for simple and efficient procedures within the evaluation 
process. 
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